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oral care compodtion remains on the end surfeces as a thin eim. ProlonBed delivery of the orti care 
substance is made possible as the orel care substance is released from the fibn over time. 
TTie oral care composition applied to the backilig strip is formulated to quickly 

oral surface upon direct apptication. the film pmviding sustained release of die ond care substance to oral 
care surfaces over time. A key advantage of d,e present invention is that substantiviiy of beneficial oral 
care (^ve agents to oral tissues Is enhanced, thus providing prolonged contact and activity. Conventional 

1 product forms sich as dentifrice and mouthrinse, typically do not provide sufficient substantiviiy to 
y'aii^^in die «tives on teeth or odier oral tissues for a long enough time to be beneficial. This enhanced 

' substantlvity is provided by particular eiganosiloxane resins comprised of units selected from the group 
consisting of(CH3bSiO)o.5 ''M" units. (CH3bSiO'*D" units. (CH^^^^ SiOj "Q" units. 

and mixtures theKo£ 
^pnble Paten tlHf Relectkm 

Claims 1-28 are provisionally rejected as being unpatentable under the judicially created doctrine 
of obviousness-type double patenting over Claims 1-30 of copendtog AppUcation No. 10/019.031 and over 
Claims 1-26 of copending Application No. 10/019,038. The Examiner asserts that the present claims 
overly in scope with the claims of the copending applications. 

Claims 1-28 are rejected as unpatentable under the judicially created doctrine of obviou8ness4ype 
double patenting over Claims 1-4 of commonly assigned US 6,406,683 in view of Sucban (US 4,032.627) 
and Hughes HV (I US 6.123,950; U US 6.024,891; HI US 6,008.171: IV US 5.856.282). Claims 1 to 24 are 
rejected as unpatentable under the judicially created doctrine of dbviousness-type double patenting ov» 
claims 1-20 of commonly-assigned US 6,340.466 in view of Suchan and Hughes a-lV); over claims 1-18 of 
commonly-assigned US 6,139,823 in view of Suchan and Hughes O^IV); and over Claims M of 
commonly-assigned US 6.071,503 in view of Suchan and Hughes O-IV). The Examiner asserts that it 
would have been dbvious fitim the teachings of the citations to fonnulate oral care compositions with 
pigments and bleaching actives for teeOi. 

Applicants respcctfiilly traverse the Examiner's double patenting rejection of the claims over 
copending Application Nos. 10/019,032 and 10/0 19,038. 

Applicants respectfiilly submit that there is no overlap with the claims of copendmg Application 
No. 10/019,038. Hie present claims are directed to a two-component delivery system wherem die fiwt 
component is a removable backing strip having sufficient flexibility so as to be readily confonnable to an 
oral surface when the deUvety system is placed thereagainst; and the second component is an oral care 
composition applied to the backing strip such that when the delivery system is placed on the oral surface the 
oral care composition contacts the oral surface. This removable backing strip is npt disylos^ nor c^bim^ 
cn pendineApnlieationNo. 10/019.038 . 

Applicants filrther submit that there is no overlap with the claims of copending Application No. 
10/019.031. which discloses and claims two-part composhions directed to two-part compositions wherein 
the first part is a composition for delivering an oral care active to an oral surface and the second part is a 



05/15/03 THU 16:15 [TX/RX NO 9330] El 007 



MflY-15-2003 16:34 d&G HC PRTENT DIU. 513 622 3300 P. 08/15 



protective composition applied over the first oral composition for the purpose of keeping the oral 
composition in place and prolonging iu activity. The present backing strip, which may be a substantially 
water insoluble or substantiaUy water soluble material U distinguished from the protective composition of 
10/019,031, which is intended to remain with the compoaftion comprising the oral care active. By contrast, 
the present backing strip is toi*«ded to be removed. The substantially water insoluble strip may be peeled 
sway by the user and the substantially water soluble strip can be left to dissolve in situ. 

Applicants also Inverse the Examiner's obviousness-type double patenting rejection of the claims 
over each of Diechsler et al. (J-TV) in view of Suchan and Hughes (I-IV). However, in the interest of 
advancing prosecution of this ewe. a terminal disclahner is filed herewith, which the Examiner indicated 
would overcome die obviousness double patenting rejection. 

The Drechsler et al. patents each claim cosmetic compositioiis, which upon application to the skin 
or lips form a transfer resistant flhn. The compositions comprise (a) an organosUoxane resin optionally in 
combination with a dimethicone gum or a fluid diorganopolysiloxane polymer m film forming agent, (b) a 
volatile carrier and (c) pigment(5). TTie compositions contain sufficient pigments to provide the look sought 
by the user, i.e., to color lips or other ai«as of facial skin such as the eyelids. Importantly, the compositions 
provide a durable fihn that resists degradation over time. 

Then! is no disclosure in any of the Drechsler patents that such fibn foraiing compositions 
comprising an organosUoxane resin would be applicable for delivering actives to teeth surfaces, which are 
different from skm and are in a different envitomnent The substantivity and retentivhy of the 
organosUoxane fihn on teeth could not have been predicted from the performance of such fifans when 
applied to skin as disclosed in the Drechsler p^mts. 

The Hughes (I-rv) patents relate to oral care compositions, which are improved m terms of the 
surfkee substantivity or residualiiy of lipophilic agents on the surface of e.g., teeth, dentures, and ond 
eavhy. The lipophilic agent is selected from the group consistmg of Havor, perfume, coolant, antimicrobial 
agent, and mixftues thereof. The compositions comprise a dimethicone eopolyol or an aminoalkyl silicone 
havmg an aminoalkyl siloxane content of from 0.1% to 2% on a repeating unit basis. When in the form of 
denture cleansers, the compositions eonnUn a bleaching agent in addition to the silicone component and 
lipophiie. 

Suchan discloses a non-toxic tooth whitening composition consisting essentially of the followmg 
component solutions: 

(a) a first component comprising zinc oxide, approximately 6.3 percent; ammonium hydroxide, 
approximately 17.1 percent; ammonium cart»onate, approximately 11.3 percent; with the balance 
water, 

(b) a second component comprising said first component as approxhnaiely 9.85 percent; a 70% 
solution of a mucUaginous bodymg material, capable of fimctioning as a fibn formmg agent, in 
isopropyl alcohol approximately 39.4 percent; methyl cellulose appioximntely 1.5 percent; with 
the balance ethanol; said second component comprising 70 percent of the total composition; 



4 

05/15/03 THU 16:15 [TX/RX NO 9330] 121008 



mY-15-2003 16:34. P&G HC PPTENT DIU.. 513 622 3300 P. 09/15 



(c) a third component comprising; said second component as approximately 70 percent; a nontoxic 
yellow food dye solution, approximately 15 percent; titanium dioxide, approximately 4 percent; 
with the balance ethanol. 

Disclosed as mudlaginous bodying and film fbnning material are hydnwypropyl methykellulose. 
CaAoset Resin SM-A which is an acfylic resin, and conventional natiOTl bodying agents, for example, 



Tiere is no disclosure whatsoever in Hughes (I-IV) or Suchan with regard to the present 
oieanosiloxane resins alone or in combination with a fluid diorganopolysilojcane polymer as film foming 
agent, much less that such oiganosUoxane resin film would have sufficient substantiviiy to maintain actives 
on teeth or other oral tissues for a sufficient length of time to be beneficial, and even less that such oral care 
composition could be delivered by use of a removable backing strip. 

Applicants submit that no motivation is provided for combining the teachings of Hughes et al. or 
Suchan dealing with compositions for the oral cavity and the teachings of Drechslcr dealing with 
compositions for appUcation to skin (specifically lips and eye area). Even if there were motivation to 
combine such teachings, Applicants submit it would not have led to the present compositions. 
Terminal Disclaimer 

In the interest of advancing prosecution of this case, submitted herewith is a Tennfauil Disclaimer 
in response to tfae Examiner's double patenting rejecHon of the claims over eommonly assigned US 
6,406,683; US 6.340.466: US 6,139.823 and US 6,071,503 and authorization to charge &e required fee to 
Deposit Account Nei, 16-2480. 

CONCLUSION 

AppUcants respectfully request reconsideration of this appUcation, entry of the amendments, 
withdrawal of the double patenting rejection, acceptance of the terminal disclaimer and allowance of all 
application claims. 
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Attached hereto is a ma*ed-up version of the changes made to the claims by th( 
amendment. Hie attached page is captioned "Version With Marking to Show Changes Made" > 



January 02, 2003 

The Procter & Gamble Company 

Health Care Research Center (Box lOSO) 

P.O. Box 8006 

Mason. OH 45040-800$ 

AA483Frespoiise 



Respectfully submitted. 



Jiang Yue,eiaL 




EmelynC.Hiland 
Agent for Applicants 
Registration Mo. 41,501 
(513) 622-3236 
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Version With Markings to Show Changea Made 

In the Claims 

Claims 20, 23, 2S and 27 are amended as follows. 
20. (Amended) The ddivery system of either of Claim 1 or Claim 9 wherein the 
backing strip is substantially water insoluble. 

23. (Amended) The delivery system of either of Claim 1 or Claim 9 wherein the 
backing strip is substantially water soluble. 

25. (Amended) A method for delivering an oral care substance to at least one surface 
of the oral cavity, comprising the steps of: (1) applying the backing strip of the delivery 
system with the oral care composition of either of Claim 1 or Claim 9 coated thereon to 
the surfece(s) of the oral cavity: (2) removing the backing strip from the surfBce(s) of the 
oral cavity, wherein the oral care composition remains on the sur&ce(s) of the oral cavity 
after the backing strip is removed. 

27. (Amended) A method for delivering an oral care substance to at least one surface 
of the oral cavity, comprising the steps of: (1) applying the backing strip of the delivery 
system with the oral care composition of either of C laim 1 or Claim 9 coated thereon to 
the surface(s) of the oral cavity; (2) allowing the backing strip to dissolve in situ, wherein 
the oral care composition remains on the surfece(s) of the oral cavity after the backing 
strip has dissolved. 
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